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Applicant(s) 



Swaak 



Examiner 



G.R. Ewoldt 



Art Unit 

1644 



- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 

THE MAILING DATE OF THIS COMMUNICATION. 

" ^Z^^Z^^. mder Pr0ViSi ° nS CFR 1 136 (a, . ,n no event however, may a rep* b e timer, filed after SIX ,6) MONTHS f ro m the 

- If the period for repry specked above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely 

- If NO penod for reply ,s specrf ,ed above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication 

- Failure to reply wrth.n the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U S C 7l 33 C ° mmUn,Catl ° n - 

- Any repr, receded by the Office later than three months after the mailing date of this communication, even rf timery filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). «™u*-o «iy 

Status 




1 ) K Responsive to communication(s) filed on Jan 28, 2003 

2a) K This action is FINAL. 2b) □ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11; 453 O.G. 213. 
Disposition of Claims 

4) K Claim(s) 18, 20, 23-26, and 3 1-35 ic/aronon , . + , 4 . 

— is/are pending in the application. 



4a) Of the above, claim(s) 
5)D Claim{s) 



6) K Claim(s) 18, 20, 23-26, and 31-35 

7) 0 Claim(s) 

8) D Claims 



is/are withdrawn from consideration, 

is/are allowed. 

is/are rejected. 

is/are objected to. 



Application Papers 

9) □ The specification is objected to by the Examiner. 
10)D The drawing(s) filed on 



. are subject to restriction and/or election requirement. 



. is/are a) □ accepted or b)D objected to by the Examiner. 



Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a) 

1 1 )□ The proposed drawing correction filed on . is: a)D approved b)D disapproved by tne Examjner 

If approved, corrected drawings are required in reply to this Office action. 

1 2) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) 63 Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f) 
a)K All b)D Some* c)D None of: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No 



3. K Copies of the certified copies of the priority documents have been received in this National Staoe 
application from the International Bureau (PCT Rule 17.2(a)) national btage 

*See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
a)D The translation of the foreign language provisional application has been received. 

15) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachment! s) 

Notice of References Cited (PTn.RQ5i I — i . 

' 4) U Interview Summary (PT0-413) Paper Note). 

2) □ Notice of Dreftsperson's Patent Orawina Rauiauu jpth n | — | k , . 

.awmy neview iriu-y^aj 5) U Notice of Informal Patent Application (PT0-1 52) 

3) □ Information Disclosure Statement(s) (PT0-1449) Paper No(s). 6) □ Other: 



U. S. Patent and Trademark Office 

PTO-326 (Rev. 04-01 ) 



Office Action Summary 



Part of Paper No. 38 
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DETAILED ACTION 

1. Claims 18, 20, 23-26, and 31-35 are currently pendinq in 
this application. 

2 Applicant's request for reconsideration, filed 1/28/03 is 
acknowledged. In view of Applicant's submission demonstrating 
that the Swaak et al . reference was published less than 1 year 
prior to the instant application's international filing date the 
rejection under 35 U.S.C. 102(b) has been withdrawn. 



3 



of ^ T n e o f p n ?^ n ?v, iS ! ( J uotation of the appropriate paragraphs 
of 35 U.S.C. 102 that form the basis for the rejections under 
this section made in this Office Action: 

A person shall be entitled to a patent unless -- 

tnls^r a n forJfo n P atented or Ascribed in a printed publication in 

«L f ° rei9n countr Y °r in public use or on sale in this country, more 
Stages Pri ° r datS ° f a PP licati °» for Patent in the Unifed 

th~ f ° llow 1 in 9 t Sa potation of 35 U.S.C. 103(a) which forms 

tne casis for all obviousness rejections set forth in this Office 

(a) A patent may not be obtained though the invention is not identically 
disclosed or described as set forth in section 102 of this tiJle if thl 

-t "Huch thirty 116 H UbjSCt SOU9ht t0 be P atented -d'^e prLr 

til ^ fc the sub :> ect matter as a whole would have been obvious at 

art ITL t ln ^ nti °n was made to a person having ordinary skin in Se 

neaativ^ £ T P ertains • Patentability shall not be 

negatived by the manner in which the invention was made. 

5. Claims 18, 20, 23-26, and newly added Claims 32-33, stand 
rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Toshihide et 
m nn ^ cord) ' for the reasons of record as set forth in Papers 
No. 27 30 and 35, mailed 5/21/01, 1/25/02, and 9/30/02, ? 
respectively. 

Applicant arguments, filed 1/28/03, have been fully 
«?oshihTdt are n Dt f ound Persuasive. Applicant argues that 
Toshihide et al. disclose the use of EPO during 2 or 3 weeks for 
increasing erythropoiesis in RA patients." 

Z * iS ^ h ! Examiner ' s position that this admission that the 
SaMen?^ ?h ? erformed on at least a subpopulation of the 

patients of the instant claims (RA patients) appears to be an 
admission that the rejection is proper. 
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Applicant continues, however, with an argument that 
"However, it is disclosed that during this treatment period 800 
or 1200 ml of blood was collected from said patients; this step 
is not performed in the presently claimed method. Hence, there is 
a clear difference between the present claims and the method 
disclosed in Toshihide et al . " 

It is the Examiner's position that the instant claims recite 
no limitation that would exclude the collection of blood, indeed 
the use of the term "comprising" in the claimed method indicates' 
that the claimed method encompasses any method comprising any 
additional steps. 

Applicant argues that "Furthermore, the substantial removal 
of blood leads to less EPO being available for the treatment of 
RA disease symptoms. Hence, Applicants are of the opinion that 
due to the blood removal (and as a consequence: lower available 
EPO levels), the patients described in Toshihide et al. are not 
inherently treated for RA disease symptoms." 

This argument comprises merely an unsubstantiated assertion 
of an attorney. An attorney's argument, however, is not evidence 
unless it is an admission, in which case, an examiner may use the 
admission m making a rejection. See MPEP § 2129 and § 2144.03 
for a discussion of admissions as prior art. Additionally, the 
arguments of counsel cannot take the place of evidence in the 
record. In re Schulze, 346 F.2d 600, 602, 145 USPQ 716, 718 (CCPA 
1965); In re Geisler, 116 F.3d 1465, 43 USPQ2d 1362 (Fed. Cir 
1997) ("An assertion of what seems to follow from common 
experience is just attorney argument and not the kind of factual 
evidence that is required to rebut a prima facie case of 
obviousness."). See MPEP § 716.01(c) for examples of attorney 
statements which are not evidence and which must be supported by 
an appropriate affidavit or declaration MPEP 2145. Accordingly 
the rejection is proper. 

6. Claims 18, 20, 23-26, 31, and newly added Claims 32-33 
stand rejected under 35 U.S.C. 102(b) as anticipated by or/in 
the alternative, under 35 U.S.C. 103(a) as obvious over 
Pettersson et al . (of record) , for the reasons of record as set 
forth m Papers No. 27 and 30, mailed 5/21/01 and 1/25/02 
respectively. 

Applicant arguments, filed 1/28/03, have been fully 
considered but are not found persuasive. Applicant argues that 
The present invention relates to the new use of EPO for 
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*llZJ * ? C dlsease activity of chronic inflammation in 
general and rheumatoid arthritis in particular," and "Pettersson 
et al describe a 24 -week open clinical study in which £ 
patients with RA and anemia were treated with EPO." 

that KjlLJ 8 ^ * xaminer ' s Position that this admission 
that the claimed method was performed on RA patients seems to be 
an admission that the rejection is proper. 

PetteSon C ef al° n ^=o e f ' h ? wever ' with an argument that because 
Feccersson et al. also teaches a method that includes oral iron 
supplementation, the method of the instant claims is patently 
distinct -because Pettersson et al . do not suggesJ omittSg tL 
supplementation of iron, the claims are clearly inventive The 

Pe^rsso^ ef aT^ ^ "* *™ Len over 

recitfno^S^ SSS^ScSS oral^ST ^ ^ 
supplementation, indeed, the use of the term "comprisina" in thP 
claimed method indicates that the claimed method encompasses any 

Acco^dinoT 1 ^ 9 ^ additional ste P^ or supplemental™ 7 
accordingly, the rejection is proper. 



7. 
U.S.C. 



Thejollowing is a quotation of the first paragraph of 35 

The specification shall contain a written description of the 

irTnZ' ch TnlT It PrOC6SS ° f - k ing^nd°usi^ 

it, m such full, clear, concise, and exact terms as to enable 

oTcarr^rout f °hS SenSn^ ™»~>^ * 

8. Claim 34 and 35 are rejected under 35 U.S.C. § 112 first 

SSc?SSon a Sf ^ Sp ? Cifi S ati ° n does not con tain a'wri^ten ^ 
description of the claimed invention, in that the disclomir* h. O0 
not reasonably convey to one skilled in the relevant , f 

tZ e lllV S \ had P ™ ion of the claimef Wn^farthe time 8 
the application was filed. This is a new matter rejection. 

providfsupport'foft^ if ^ aS ° ri 9 ina1 ^ fil ^ do not 

ml*Z T f upport for the invention as now claimed, specifically * 
method wherein «the treatment period is 3 to a w^ ff?? *tZ III' 
reasons of record as set forth^n Paper No^^Sed S/30/Sl. 



Serial No.: 08/817,704 
Art Unit: 1644 



Applicant arguments, filed 1/28/03, have been fully 
considered but are not found persuasive. Applicant argues that 
the recited time period on which the rejection is based, 3 to 6 
weeks is supported by the specification at pages 6 and 10 
Applicant further argues that the Office previously agreed that 
there was support for the limitation. 

Regarding the disclosure, at page 6 the specification 
discloses a time of 6 weeks. At page 10 the specification 
discloses a time range of from 0 to 6 weeks. Neither of these 
disclosures can support a recitation of an intermediate time 
period of 3 to 6 weeks. m this instance the 6 week disclosure 
can be considered to be a species whereas the 0 to 6 week ranqe 

nlrioH ^T d6re K t0 ^ genUS - A PP lican t has claimed a time 
period that can be considered to be a sub-genus, i.e 3 to 6 
weeks. Neither the disclosed species nor the disclosed genus is 
sufficient to support the claimed sub-genus. 

«-y, at . ^ gardin 9 the assertion that the Office previously agreed 
^ J 6 Wa ? ■ su P? ort . f or the limitation, Applicant is advised 
that each application is examined by the Examiner of record and 
that the Examiner of record cannot agree to the instant 
limitation . 

9. No claim is allowed. 

10 THIS ACTION IS MADE FINAL.. Applicant is reminded of the 
extension of time policy as set forth in 37 CFR 1 136(a) 

ae i shortened statutory period for reply to this final action 
is set to expire THREE MONTHS from the mailing date of this 
action In the event a first reply is filed within TWO MONTHS of 
the mailing date of this final action and the advisory action is 
not mailed until after the end of the THREE-MONTH shortened 
statutory period, then the shortened statutory period will expire 
on the date the advisory action is mailed, anS any extension Tee 

date U o? \t° 3 l 1 ' 136 . (a) Wil1 bS calc ^ted ^om the making 

date of the advisory action. m no event, however, will the 

statutory period for reply expire later than SIX MONTHS from the 
mailing date of this final action. 

11. Any inquiry concerning this communication or earlier 

?£o^ 1C f f f r0 u thS examiner sh °ulcl be directed to Dr. Gerald 
Ewoldt whose telephone number is (703) 308-9805 The examiner can 
normally be reached Monday through Thursday from 7=30™. 

??'attemn^T ^ ^ I*** ° n the Oner's voice mail service 
If attempts to reach the examiner by telephone are unsuccessful 
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^« n T S su P ervisor ' Christina Chan can be reached on (703) 

308-3973 Any inquiry of a general nature or relatinq to the 

Center itol rtc^ 1 ^^^ t0 the TecSno^ogy 

Center 1600 receptionist whose telephone number is (703) 308- 



G.R. Ewoldt, Ph.D. 
Primary Examiner 
Technology Center 1600 
April 3, 2003 



